Searching PAJ 



Page 1 of 1 



PATENT ABSTRACTS OF JAPAN 



(1 1 publication number : 07-1 1 0325 

(43)Date of publication of application : 25.04.1995 




(51)IntCI. 



G01N 33/00 
G01N 33/15 



(21 Application number : 05-253188 
(22)Date of filing: 08.10.1993 



(71 Applicant : UON CORP 



(72)Inventor : SEW YASUHIRO 

NAGANUMA TAKESHI 
MASUDA MITSUTERU 



r 

PI 



(54) SAFETY EVALUATION SYSTEM 

(57)Abstract: 




PURPOSE: To grasp the history of altering data accurately by a method wherein a management program is 
accessed to alter test data in a data file and a series of data records containing the test data altered is 
stored into an altering data file. 

CONSTITUTION: Accompanying the execution of a data altering program, a file containing data to be altered, 
for example, a weight data file(DF) having the weight of a test animal stored is called up. When an altering 
data is inputted an altering number is attached to the final line of the weight DF to replace the weight data. In 
addition, an altering data file(DF) dependent thereof is provided and a data of a record number, an altering 
person, altering time and the like are stored thereinto. When data is altered, the new record number is 
attached thereto. The weight DF has the altering number attached thereto indicating the altering data to 
make it possible to pursue the relation to the altering DF. This facilitates the pursuing of all changes made to 
make it possible to learn an accurate history of changes in the data. 
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* NOTICES * 

JPO and NCIPI are not responsible for any 
danages caused by the use of this translation. 

1 .This document has been translated by computer. So the translation may not reflect the original precisely. 
2.**** shows the word which can not be translated. 
3.1n the drawings, any words are not translated. 



CLAIMS 



[Claim(s)] 

[Claim 1] The program performed along with a predetermined procedure for the safety evaluation of a 
specimen, The reference file which stores the reference data referred to in this program execution, The data 
file which stores the test data formed with experimental activation, The manager which manages the test data 
stored in this data file, A modification means to change the specific test data which accessed this manager 
and was stored in said data file, The modification data file which stores the test data changed by the 
modification means, The safety evaluation system characterized by having a record means to record the data 
record which consists of a series of data containing the test data changed whenever modification of a test 
data arose on said modification data file. 

[Claim 2] The safety evaluation system characterized by containing the data which show a modification day, 
change time, the reason for modification, a modification person, and a change number to said data record with 
the modification data concerning a modification item in claim 1 . 

[Claim 3] The safety evaluation system characterized by recording the change number of the test data by 
which said modification means was changed on a data file in claim 1. 

[Claim 4] The safety evaluation system characterized by having a trial data output means to output the 
contents of the data file further, in claim 1 thru/or claim 3. 

[Claim 5] The safety evaluation system characterized by having a modification data output means to output 
the contents of the modification data file further, in claim 1 thru/or claim 4. 



[Translation done.] 
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DETAILED DESCRIPTION 



[Detailed Description of the Invention] 
[0001] 

[Industrial Application] It is related with the system by which the safety using an animal, a microorganism, and 
active sludge is evaluated. It is related with the safety evaluation system to which even an initial data can 
trace record of modification of the contents of test implementation in an easy procedure especially. 
[0002] 

[The conventional technique and the trouble which it is going to solve] Safety tests which examine what kind 
of effect a food additive etc. has on a living body, such as a toxicity test, are performed from the former. The 
trial about this kind of safety is becoming more important recent years still, and more advanced dependability 
is required. In such a background, the Good Laboratory Practice (it is called Following GLP) of drugs is 
announced, and it is necessary to perform a safety test so that it may agree on these criteria. When examining 
according to GLP, in the case of a toxicity test, it is necessary to manage information, such as a class of 
various inspection measured value, such as the weight measured value ranging from each animal to between 
the whole term, the amount of baiting, the amount of water intakes, organ weight measured value at the time 
of dissection, a placenta and a fetus gravimetry value and a blood test, and blood serum biochemical 
inspection, a dissection view, a pathology organization view, and malformation, and occurrences. Installation of 
a computer system is indispensable to process the information on this variety large quantity. And in order to 
secure the above advanced dependability in this kind of trial, after clarifying that reason for a cause rather 
than not performing correction of data and enabling it not to make a change simply, it should carry out 
carefully. Moreover, as for record of modification of data, it is desirable that the cause of generating and its 
progress can be pursued retroactively easily, and the contents of the modification can be known correctly. In 
the conventional system, while procedure is complicated, when a change is made with 2 times and 3 times, it 
may become difficult to pursue the hysteresis. 

[0003] This invention was constituted in view of such a situation, and aims at offering the safety evaluation 

system which can know the hysteresis of modification data easily and correctly if needed. 

[0004] 

[Means for Solving the Problem] The safety evaluation system applied to this invention in order to attain the 
above-mentioned purpose The program performed along with a predetermined procedure for the safety 
evaluation of a specimen, The reference file which stores the reference data referred to in this program 
execution, The data file which stores the test data formed with experimental activation, The manager which 
manages the test data stored in this data file, A modification means to change the specific test data which 
accessed this manager and was stored in said data file, It is characterized by having a record means to record 
the data record which consists of a series of data containing the test data changed whenever the modification 
data file which stores the test data changed by the modification means, and modification of a test data arose 
on said modification data file. In a desirable mode, the data in which a modification day, change time, the 
reason for modification, a modification person, and a change number are shown with the modification data 
concerning a modification item are contained in said data record. 

[0005] Moreover, it is desirable to record the change number of the test data by which said modification 
means was changed on a data file. The safety-assessment system concerning this invention is preferably 
equipped with a trial data output means to output the contents of the data file further. Furthermore, you may 
constitute so that it may have a modification data output means to output the contents of the modification 
data file. LAN constituted including a desirable server and two or more desirable terminals can constitute the 
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safety-assessment system concerning this invention. The server has the interface which intervenes between 
the input device which inputs information, the arithmetic unit which processes input the mass hard disk which 
stores information, the display which displays required information suitably, the output unit which outputs 
information according to a predetermined instruction, an arithmetic unit, and peripheral devices, such as an 
I/O device. Two or more terminals are connected to the server through the Ethernet cable. Each terminal is 
equipped with an input device, the arithmetic unit, the hard disk, the interface, and the display. It connects 
with the electronic balance, the colony counter, etc. depending on the case, and a terminal can input 
predetermined information now through these equipments. 

[0006] When a terminal is started and a server performs a specific routine, a terminal is provided with 
information required for activation of that routine, and this information is inputted into the hard disk of the 
terminal concerned. A terminal performs a routine uniquely based on the information given by the server, 
processes data, and stores them in the hard disk of the terminal. Various trials about safety evaluation can be 
performed now by the system of this invention. Although safety evaluation differs for every trial, respectively, 
contents common to each trial are also included. Therefore, in this invention, the activity and actuation which 
can be used common to various kinds of trials are made into a manager, and it classifies about an activity 
required only for a specific trial, and the contents of actuation for every activity comparatively settled as a 
test program, or actuation, and is programming. Therefore, in performing safety evaluation of a specific trial, a 
work unit required for experimental activation is suitably chosen by the program, and it constitutes the flow for 
[ whole ] performing safety evaluation of the trial. Concretely, selection of an experimental program is 
performed, when an operator performs menu selection on the screen of a display unit. 
[0007] There are a fast test program which programmed a group division test program and the operating 
procedure of a fast as a test program created for every activity or actuation unit, a specimen administration 
test program which programmed the procedure of prescribing a specimen for the patient, a symptom 
observation test program which programmed the procedure of collecting data about the symptom generated to 
an animal, a pathology observation test program which programmed the procedure analyzed the pathology of 
an animal. In this, by processing an instruction of a program, a group division test program chooses from a 
stock animal the animal used for a trial, and inputs the data which carried out the group division so that 
conditions between groups might become equal, furthermore, as a manager created for every activity or 
actuation unit The theme manager, protocol manager which manage a trial title, a trial item, etc., The trial 
manager, examined substance manager which consist of a schedule pipe ** program, The specimen manager 
which consists of a nature manager of contrast, and an electropositive matter manager, A feed manager, the 
animal manager which consists of a water supply manager, The trial system manager which consists of a 
microorganism manager and an active sludge manager, An electronic balance manager, a measurement-of- 
body-weight manager, an organ weight measurement manager, A colony counter manager, the device 
measurement manager which consists of a hemanalysis manager, The facility management program for 
performing management of a breeding room or various cages, While facing making the diligence-and-indolence 
manager for managing an operator's service situation, the SOP manager which manages the operating 
procedure of various kinds of trials, and the report about a test result and performing statistical analysis, it 
plots if needed and the report manager which tabulates is contained. 

[0008] The reference file furthermore referred to in program execution is prepared. There are a specimen 
classification file, a test classification file, a product classification file, a food list file, a registration balance list 
file, an organ name file, a symptom list file, a pathology list file, etc. as this file. These files are stored in a 
terminal and the above-mentioned program is stored in a server's hard disk. The format file for displaying the 
format for performing a data input on the screen of CRT is prepared in a server's hard disk corresponding to 
input data, the data inputted according to activation of a test program through a screen display by this format 
file — one time — a preservation data file — all — **** — last ** And a preservation data file is eliminated 
temporarily at the same time all the data that are in the hard disk of a terminal whenever the actuation 
concerned is completed are transmitted to the data file of a server's hard disk. 
[0009] 

[Function] An operation of this invention is explained. A system is started by turning ON the power source of 
a server and a terminal, data being stored in a server's hard disk and operating a terminal in the idle state of a 
system, — the data corresponding to the safety test concerned are transmitted to the hard disk of a terminal 
if needed. Thus, after required information is inputted into a terminal, fundamentally according to the program 
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of; the selected trial concerned, all informational processings are performed by the terminal. For example, if it 
explains that a blurred vision trial flows, an operator will operate a terminal, and if a switch is turned ON, the 
data which are in the data file in a server's hard disk as mentioned above will be transmitted to the momentary 
preservation data file of a terminal. When a test program calls a format file, an operator operates the format 
screen for data inputs displayed on CRT, and inputs predetermined data. In case a test program performs, with 
reference to a reference file, a screen display of the predetermined data is carried out if needed. Therefore, a 
predetermined reference file is called with a format file in this case. 

[0010] The structure of the momentary preservation data file of a terminal is the same as the data file of a 
servers hard disk, and the contents of the preservation data file change temporarily by inputting new data into 
a terminal with experimental activation after that. In a blurred vision trial, the theme manager which manages 
as a job the trial which should be processed by the system in a program file, a subtheme manager, a specimen 
manager, a trial manager, a device measurement manager, etc. are needed. Moreover, as a reference file, the 
PURACHIDO image score file which gives the evaluation about a part list file, a trial item file, a specimen 
classification file, an animal species file, a work-item file, a food list file, a registration balance list file, and a 
PURACHIDO image is needed. Furthermore, the format file which performs a screen display for an entry of 
data is needed. The theme format file for writing in job data as a manager for this purpose, The subtheme 
management format file which gives a format of other documents, The project format file which gives the 
format for outputting and inputting the preface of the specimen format file for inputting the data about a 
specimen, and a job, The schedule format file for inputting the protocol format file and activity schedule which 
determine the contents of a trial, As the measurement-of-body-weight format file for recording the weight 
measured in the predetermined procedure during the feed format file for recording whether food was given 
according to the experiment procedure, and the experiment, and what is still more peculiar to a blurred vision 
trial A group division, part layout, specimen instillation, and a PURACHIDO image observation format file are 
needed. If a screen display of these format files is carried out corresponding to program execution, an operator 
will perform menu manipulation and will input the data concerning the trial of a test result, a preface, etc. This 
inputted data is stored in a preservation data file temporarily. 

[001 1] In a blurred vision trial, starting of a terminal calls a trial manager. First, a protocol manager is 
performed by this and a trial system, i.e., the number of groups of a trial animal, the number of use animals per 
group, an administration part, specimen concentration, a specimen dose, etc. are determined. In this case, a 
display is made so that a protocol format file may be called and the above-mentioned predetermined matter 
can be inputted on a screen. Next, an activity schedule is determined by the same procedure. Thus, decision 
of the contents of a trial calls an animal manager. The condition of breeding is recorded [ whether a carrying- 
in condition and quarantine are completed and ] in this animal manager. Next, electronic balance management 
and a weight measurement program are performed. Electronic balance management adjusts by performing the 
calibration of an electronic balance, and records the result. Moreover, a weight measurement program is 
performed in order to record a measurement result. It is the same as that of the above that a screen display is 
performed so that a format file may be called at this time and each result may be inputted. Next, a specimen 
manager is performed. In this program, each data of an examined substance, the quality of contrast, and the 
electropositive matter is inputted by the screen display by the format file. 

[0012] The animal which a group division and a part allotment test program are performed next, and is used for 
a trial is chosen from a stock animal, and a part is assigned and registered while determining the data 
constellation which carried out the group division according to the individual number. And an instillation test 
program is performed and the situation of instillation treatment is recorded. The result which performs a 
PURACHIDO image observation test program after that, and is depended on instillation treatment is observed 
and recorded. Next, a report manager is performed, these data are processed, the statistical analysis of data, a 
plot, and tabulation are performed if needed, and a report is drawn up. Moreover, if single-dose toxicity study 
is explained, in order to perform a trial, a server and a terminal will be started, selection according to actuation 
of an operator by this — or a test program is called automatically, and an activity schedule is determined while 
whether what our doing with a protocol, i.e., a trial item, by performing this and the contents of a trial are 
determined. Next a trial system manager is performed, the information about carrying in of an animal is 
inputted, and the contents are determined. For example, a carrying-in day, the classification of an animal, 
quantity, sex, etc. are contained in this information. Furthermore, the serial number is attached about each of 
an animal. And the information which the animal concerned is held in which cage and collates ** is inputted. 
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Next, an .electronic balance manager is performed. Then, the result of the measurement of body weight of an 
animal is inputted by activation of a measurement-of-body-weight manager. Next, a group division test 
program is performed, the animal used for a trial is chosen from a stock animal, and the data which carried out 
the group division so that the conditions between populations might become equal are inputted. Next a fast 
test program is performed and it records about which animal the fast was performed. Next, a specimen 
manager is performed. By this, a class, an amount, etc. of a reagent with which an examined substance, i.e., an 
animal, is medicated are managed. It is inputted about each animal whether next the specimen administration 
program was started and there was actually any administration of a reagent. Next, a symptom observation test 
program is started and the information as a result of symptom observation is inputted. In this case, for 
example, the condition of an animal is observed by viewing and that information is inputted. Next a pathology 
test observation program is started, after euthanasia of an animal, it dissects, it gazes at the organization 
under a microscope, and the result is inputted. 

[0013] Thus, a series of trials are performed and the information about a test result is inputted each time. 
When the trial of the contents determined by the protocol is altogether completed according to an activity 
schedule, a report manager is started if needed, various kinds of operations are performed about the 
information on the above-mentioned test result, and the report containing a statistical analysis result, a 
drawing, a graph, etc. is drawn up and outputted. After [ which the above-mentioned safety test carries out ] 
carrying out in the case, it may be necessary to change about data or processed data according to various 
situations. However, when it makes it possible to make such a change freely, the dependability about the result 
of a trial will be spoiled. Therefore, modification of the data in a safety test should be performed strictly, and 
must enable it to follow the reason and circumstances in a detail correctly and as much as possible. From 
such a viewpoint, by this invention, the special program which manages modification of the data of a safety 
test is prepared, and the above-mentioned problem is coped with. According to this invention, when changing 
data, a data alteration program is performed and the file containing the data to change is called. The data 
which should be changed in this condition are inputted. In this case, a modification data file is created with this 
modification data, and the change number related with modification data is given. And it is inputted into this 
modification data file, a series of information, i.e., modification data record, such as that change number, a 
modification person, a modification item, front [ modification ] data, a modification day, change time, and a 
reason for modification. This change number is given as the consecutive number, whenever modification 
actuation is performed, and it is saved corresponding to the above-mentioned data record. 
[0014] In addition, it is the data file of a basis as [ pursue / the change number which shows this about the 
data which modification produced is attached, and / relation with a modification data file ]. In addition, since 
additional record of the modification data record which the change number attached whenever modification 
arose is carried out at a change file even if the same data are changed with 2 times and 3 times, by referring 
to a change file, all modification can be pursued easily and the exact hysteresis of data modification can be 
known. In addition, a change file can also be outputted. In this case, if a keyword or a predetermined code 
number is not inputted so that only a specific person can refer to a change file, it can constitute so that a file 
cannot be opened. Reliable modification data record can be created by this. 
[0015] 

[Example] Hereafter, it explains, referring to drawing about the example of this invention. Reference of drawing 
1 shows the outline block diagram of the hard configuration of the safety test system of this invention. The 
safety-assessment system of this example is constituted by the LAN system containing four sets of a server 
1 and terminals 2, 3, 4, and 5. The server 1 has the interface 1 1 which intervenes between an input device 6, 
the arithmetic unit 7 which processes input, the mass hard disk 8 which stores information, the display 9 which 
displays required information suitably, the output unit 10 which outputs information according to a 
predetermined instruction, an arithmetic unit 7, and peripheral devices, such as an I/O device. Four sets of the 
above-mentioned terminals 2, 3, 4, and 5 are connected to the server 1 through the data bus 12. Each 
terminals 2, 3, 4, and 5 are equipped with an input device 13, the arithmetic unit 14, the hard disk 15, the 
interface 16, and the display 17. The electronic balance 18 and the terminal 4 are connected to the colony 
counter 1 9, and the terminal 3 of this example has the composition that information can be inputted also from 
these equipments. When terminals 2, 3, 4, or 5 are started and a server 1 performs a predetermined routine, a 
terminal 2 is provided with information required for activation of that routine, and this information is inputted 
into the hard disk 15 of the terminal 2 concerned. A terminal 2 performs a routine uniquely based on the 
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information given by the server 1, processes information, and stores data in the hard disk 15 of the terminal 2. 
[0016] If drawing 2 is referred to, a server's hard disk is equipped with the data file in which the data produced 
by implementation of various kinds of trials are stored, the program file which stores various programs, and the 
format file which stores the format screen information for carrying out the screen input of the test data. 
Moreover, the hard disk of a terminal is equipped with the preservation data file temporarily which stores the 
test data inputted by operating the reference file which stores the above-mentioned reference data, and the 
above-mentioned format screen. While the data inputted through a format screen are stored, the data by 
which a direct input is carried out from the electronic balance 18 and instrument for analysis like a colony 
counter 19 are stored in a preservation data file temporarily. The program is created for every work unit 
settled comparatively or actuation unit, and is divided roughly into the manager used for various kinds of 
safety evaluation trials comparatively in common, and the test program applied only to a specific safety 
evaluation trial. There are reference data which are needed on experimental activation, and a test data 
concerning the test result produced with a trial in data. 

[0017] By the repeated-dose toxicity study which repeats the single-dose toxicity study and the specimen 
which evaluate as a trial concerning safety evaluation about the toxicity at the time of medicating an animal 
with a specimen once, medicates an animal, and evaluates the toxicity, and the specimen included in an eye 
the effect (the rubor — ) which it has when the blurred vision trial and specimen which evaluate about the 
phenomenon grows dim and it appears contact the skin The result to which the skin irritation study which 
evaluates, and a specimen contacted the skin repeatedly about the swelling, The skin sensitization test which 
evaluates about the phenomenon (allergy) of cutting a strong skin reaction even when it is little, when a 
specimen is again contacted after a fixed period, When the mutagenicity test and the organic substance which 
predict possibility of causing carcinogenic or genotoxity (malformation, abnormalities in DNA) as a result of the 
oral cavity mucosal irritation test and specimen which evaluate the reaction of the tunica mucosa oris to a 
specimen affecting a gene are emitted into an environment, There is a resolvability trial which is decomposed 
into water and carbon dioxide gas by the microorganism, and evaluates easy by it. A system is started by 
turning ON the power source of a server and a terminal, data being stored in a server s hard disk and operating 
a terminal in the idle state of a system, — the data corresponding to the safety test concerned are 
transmitted to the hard disk of a terminal if needed. 

[0018] Thus, after required information is inputted into a terminal, fundamentally according to the program of 
the selected trial concerned, all informational processings are performed by the terminal. The structure of the 
momentary preservation data file of a terminal is the same as the data file of a server's hard disk, and the 
contents of the preservation data file change temporarily by inputting new data into a terminal with 
experimental activation after that. The data file which is needed in the hard disk of the server in a blurred 
vision trial is shown in Table 1. Moreover, in the program file in a terminal, the theme manager which manages 
as a job the trial which should be processed by the system as shown in Table 2, a subtheme manager, a 
specimen manager, a trial manager, and a device measurement manager are needed. Moreover, as a reference 
file, the PURACHIDO image score file which gives the evaluation about a part list file, a trial item file, a 
specimen classification file, an animal species file, a work-item file, a food list file, a registration balance list 
file, and a PURACHIDO image is needed. Furthermore, the format file which performs a screen display for an 
entry of data is needed. 
[0019] 
[Table 1] 
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[0021] The theme format file for writing in job data as a manager for this purpose, The subtheme management 
format file which gives a format of other documents, The project format file which gives the format for 
outputting and inputting the preface of the specimen format file for inputting the data about a specimen, and a 
job, The schedule format file for inputting the protocol format file and activity schedule which determine the 
contents of a trial, As the measurement-of-body-weight format file for recording the weight measured in the 
predetermined procedure during the feed format file for recording whether food was given according to the 
experiment procedure, and the experiment, and what is still more peculiar to a blurred vision trial A group 
division, part layout, specimen instillation, and a PURACHIDO image observation format file are needed. If a 
screen display of these format files is carried out corresponding to program execution, an operator will perform 
menu manipulation and will input the data concerning the trial of a test result, a preface, etc. This inputted 
data is stored in a preservation data file temporarily. Hereafter, drawing 3 and drawing 4 are made reference, 
and it explains the operation procedure of a blurred vision trial, and that the entry of data flows. 
[0022] In a blurred vision trial, if an operator operates a terminal and turns ON a switch, the menu of a safety 
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eyaluatiqn system is displayed, by choosing, management or a test program will be performed, a format file will 
be called, and a predetermined screen will be displayed on CRT of a terminal. In this case, a screen is first 
displayed on drawing 5 on CRT, and if an operator operates the keyboard which is an input device and inputs 
the existence of predetermined data, for example, a trial title, the part in his duty, a person in charge, a 
product classification, and information investigation etc., the screen shown in drawing 6 below will be displayed 
on CRT one by one. An operator inputs predetermined data as shown in drawing 7 after inputting a personal 
identification number according to the displayed format. Moreover, by this example, the class of trial carried 
out among 22 kinds of trials is chosen on the screen display of drawing 6 . In addition, the screen display of an 
experimental class is displayed by referring to a reference file. Moreover, the test number which is a number 
for specifying the job in a system is automatically attached in a system. Next, a project management program 
is performed, a format is called in this program, and the screen shown in drawing 10 is displayed. And if a 
predetermined input is performed in this screen, the screen of drawing 1 1 will be displayed continuously. 
[0023] Furthermore, when choosing animal species, a screen as shown in drawing 12 is displayed by performing 
window actuation of a screen. Animal species, a network, grade, and a purchase place can be chosen on this 
screen. Next, a protocol manager is performed and drawing 8 or a screen as shown in drawing 9 is displayed. 
By inputting according to this screen, data, such as a trial system, i.e., the number of groups of a trial animal, 
the number of use animals per group, an administration part, specimen concentration, and a specimen dose, 
are inputted into a file. Furthermore, a work program can be inputted using a screen as shown in drawing 13 . 
For example, in the example of drawing 13 , animal carrying in, health condition observation, measurement of 
body weight, and the work program of a feed are inputted. Thus, activity schedules, such as a trial item, a trial 
facility, a trial opening day, a test termination day, an operation opening day, an operation end date, feed, and 
the number of cages, can be inputted using the screen of drawing 10 , drawing 1 1 , drawing 12 , and drawing 
1_3 . Next, an animal manager is performed. In this program, a screen as shown in drawing 14 is displayed by 
calling a format file. An operator inputs the data of whether to both have fed which check the lot number of a 
carrying-in animal using this screen. Next, the format screen shown in drawing 1 5 is called and displayed, and 
an operator is inputted. Next, a screen as shown in drawing 1 6 , drawing 17 , and drawing 18 is displayed in 
order, and the data about breeding of the breeding location of a carrying-in animal etc. are inputted. In the 
example shown in drawing 1 7 and drawing 18 , an individual number is displayed corresponding to the rack 
number of the 27th breeding room, and this, and the carrying-in condition of an animal is inputted. 
[0024] Next a screen as shown in drawing 19 is displayed, the health condition of an animal is observed, and it 
has come to be able to perform item selection by being able to record observation data now for every 
individual number in this case, and performing window actuation about an observation item and an abnormality 
view. In this case, an observation item and the item of an abnormality view are displayed by calling a reference 
file. Next, after performing predetermined adjustment of the calibration of a balance etc. about each animal, 
measurement of body weight is performed and the result is inputted. Also in this case, data are inputted in the 
same procedure as the above corresponding to the individual number of an animal. It is the same as that of the 
above that a screen display is performed so that a format file may be called at this time and each result may 
be inputted. Next, a specimen manager is performed. In this program, a screen as accessed a format file and 
shown in drawing 20 is displayed. An operator does the screen input of the predetermined matter about a 
specimen. This data is stored in a preservation data file temporarily. A test number, the number of an 
examined substance (specimen), a specimen matter name, a class, an input person, an input day, etc. are 
contained in data. In the input of the class of specimen, the class list of the specimens of a reference file is 
referred to, it is displayed by window actuation on a screen, and an operator chooses the name of the 
specimen which corresponds out of this. 

[0025] Moreover, actuation same about the quality of contrast and the electropositive matter, i.e., the known 
matter which should be compared with the administration result of the trial animal of an examined substance, 
is performed. A screen as a format called and shown in drawing 21 is displayed. The data of the check about 
the existence of termination of quarantine are inputted into the next about a trial animal. For this reason, a 
format file is called and a screen display of the file as shown in drawing 22 is carried out. Next, the group 
division test program and part allotment test program which are a characteristic trial item in the blurred vision 
sex test are performed. By this program execution, the animal used for a trial is chosen from a stock animal, 
and while determining the data constellation which carried out the group division according to the individual 
number, a part is assigned and registered. A screen as shown in drawing 23 is first displayed with reference to 
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a .format, file for this activity. An animal is chosen when an operator inputs a predetermined matter about this 
screen. And an instillation treatment test program is performed and the situation of instillation treatment is 
recorded. For this reason, a screen as a format file referred to and shown in drawing 25 is displayed on CRT. 
[0026] And an operator inputs the data of the check about the eye of right and left of an each object when 
instillation processing is carried out. For example, in this example, if drawing 25 is referred to, it will become 
clear that instillation measures were taken against the individual numbers 930001, 930002, and 930003 about 
the right eye. The result which performs a PURACHIDO image observation test program after that, and is 
depended on instillation treatment is observed and recorded for every predetermined time progress. In this 
case, a screen as a format file referred to and shown in drawing 26 is displayed on CRT. An operator chooses 
the corresponding time amount which was displayed on this screen. A screen as shown in drawing 27 is 
displayed by this. This observation result calls a reference file by window actuation, carries out a screen 
display of the list of views, and inputs it by choosing applicable evaluation. This observation is performed with 
a predetermined time interval by this example till 120 minutes. Next, a report manager is performed, these data 
are processed, the statistical analysis of data, a plot, and tabulation are performed if needed, and a report is 
drawn up. In creation of a report, by accessing a format file, an operator displays a screen as shown in drawing 
28 , and inputs a predetermined matter. 

[0027] The output form of this report can be outputted as shown in drawing 29 . The data which should 
furthermore be attached to a report can be made to output by an operators selection. For example, when it 
attaches the above-mentioned PURACHIDO image observation record, it can be made to output by the 
document as shown in drawing 30 . In this case, a preservation data file and a format file are called 
temporarily. In addition, if an activity with a terminal is ended and a registration key is pushed in a terminal, the 
data of a preservation data file will be added to a server's data file as it is, and will be updated temporarily. 
And next, when working at a terminal, the contents of a servers data file are transmitted to a preservation 
data file temporarily. Therefore, when starting an activity at a terminal, an activity can be automatically started 
by the newest data file. With the configuration of this example, a data input and an output can be performed 
about an extensive trial by accessing a reference file, a format file, and a momentary preservation data file as 
mentioned above. This activity can be similarly done about single-dose toxicity study. 
[0028] The work flow of single-dose toxicity study is explained with reference to drawing 31 . In order to 
perform the program accompanying activation of this trial and to perform an entry of data and an output, a 
server and a terminal are started like the above, selection according to actuation of an operator by this — or 
a trial manager is called automatically, and an activity schedule is determined while whether what our doing 
with a protocol, i.e., a trial item, by performing this and the contents of a trial are determined. Next a trial 
system manager is performed, the information about carrying in of an animal is inputted, and the contents are 
determined. For example, a carryingHn day, the classification of an animal, quantity, sex, etc. are contained in 
this information. Furthermore, the serial number is attached about each of an animal. And the information 
which the animal concerned is held in which cage and collates ** is inputted. Next, an electronic balance 
manager is performed. The result of the measurement of body weight of an animal is inputted by activation of 
the urosome pile measurement manager. The data which carried out the group division are inputted so that a 
group division test program is performed, the animal used for a trial may be chosen from a stock animal and 
conditions between groups may next become equal. Next a fast test program is performed and it records 
about which animal the fast was performed. Next, a specimen manager is performed. By this, a class, an 
amount, etc. of a reagent with which an examined substance, i.e., an animal, is medicated are managed. It is 
inputted about each animal whether next the specimen administration test program was started and there was 
actually any administration of a reagent. Next, a symptom observation test program is started and the 
information as a result of symptom observation is inputted. In this case, for example, the condition of an animal 
is observed by viewing and that information is inputted. Next a pathology observation test program is started, 
and an animal is dissected after being euthanized, it gazes at the organization under a microscope, and the 
result is inputted. 

[0029] Thus, a series of trials are performed and the information about a test result is inputted each time. 
When the trial of the contents determined by the protocol is altogether completed according to an activity 
schedule, a report manager is started, various kinds of operations are performed about the information on the 
above-mentioned test result, and the report containing a statistical analysis result, a drawing, a graph, etc. is 
drawn up and outputted. What is partially common in a blurred vision trial is contained in the activity in the 
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above single-dose toxicity study, therefore there are also a blurred vision trial and a work unit which it is 
common and can be used in it. For this reason, in the system of this example, for example, a test plan 
manager, an animal manager, a measurement-of-body-weight manager, etc. are used in common, and have 
come be made. Thus, when a program is created for every work unit in the system of this example, 
communalization is attained as much as possible and an operator chooses a program for every work unit 
suitably, required processing of the trial which he takes charge of is performed, and the thing of it can be 
carried out For this reason, while a program ******s and can complicate and carry out thing prevention, it 
can constitute with the high system of versatility. Moreover, while being able to perform actuation, such as an 
input, an output, and preservation, simply about various kinds of safety tests very efficiently by constituting in 
this way, the storage capacity of a computer can also be saved. 

[0030] In the program manipulation of such a safety test, after [ which a trial carries out ] carrying out in the 
case, it may be necessary to change about data or processed data according to various situations. However, 
when it makes it possible to make such a change freely, the dependability about the result of a trial will be 
spoiled. Therefore, modification of the data in a safety test should be performed strictly, and must enable it to 
follow the reason and circumstances in a detail correctly and as much as possible. From such a viewpoint, by 
this invention, the special program which manages modification of the data of a safety test is prepared, and 
the above-mentioned problem is coped with. Hereafter, with reference to drawing 32 , the procedure in the 
case of changing data ex post about the system of this example is explained. In the system of this example, 
when changing data, a data alteration program is performed. In this case, the file containing the data to change 
is called. For example, when changing the weight data of a trial animal, a weight data file as shown in drawing 
32 is called first. This weight data file constitutes a part of preservation data file temporarily. 
[0031] In this example, as shown in drawing 33 , weight data are memorized by the weight data file about the 
trial animal of the individual numbers 930001-930005. What is now considered as modification use considers as 
the case where it is the weight of the trial animal of No. 930002 of an individual number. Moreover, the system 
of this example is equipped with the independent modification data file which accomplishes a part of 
preservation data file similarly temporarily. This modification data file saves the record including all 
predetermined matters, when modification actuation is performed, as shown in drawing 34 . In this example, a 
record number, a modification person, a modification day, change time, a file name, the field (item), and the 
data before mold (mold on data type, for example, figure, alphabetic character, date, and computer processing 
of logic is shown) modification are contained in a record. When shown in drawing 34 , it is already shown about 
the existence of a feed and quarantine termination twice [ past ] that modification actuation was performed. 
The data which should be changed in this condition are inputted into a weight data file. As this shows to 
drawing 35 , a change number is given to the line of the last of the record concerning modification, and the 
weight after modification is inputted, and it sets with old data and changes. On the other hand, as shown in 
drawing 36 , a new record number is given to a modification data file, and the predetermined data for one 
record concerning modification of weight data file ** are created and added. 

[0032] In addition, it is the data file of a basis as [ pursue / the change number which shows this about the 
data which modification produced is attached, and / relation with a modification data file ]. In addition, since 
additional record of the modification data record which the change number attached whenever modification 
arose is carried out at a change file even if the same data are changed with 2 times and 3 times, by referring 
to a change file, all modification can be pursued easily and the exact hysteresis of data modification can be 
known. In addition, a change file can also be outputted. In this case, if a keyword or a predetermined code 
number is not inputted so that only a specific person can refer to a change file, it can constitute so that a file 
cannot be opened. 
[0033] 

[Effect of the Invention] Thus, while creating the program which carried out the modularization for every work 
unit in the safety-assessment system concerning this invention and attaining communalization as much as 
possible, suitably, by choosing a program for every work unit, an operator performs required processing of the 
trial which he takes charge of, and can carry out the thing of it. For this reason, while a program ******s and 
can complicate and carry out thing prevention, the high system of versatility can be constituted. Moreover, 
while creating a record including all predetermined matters in modification of data, the independent file of 
modification data is created, and — the case where data have modification — since — while the change 
number of ****** is attached, a series of modification data record containing the modification data is saved. 
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For this reason, sinoe additional record of the modification data record which that change number attached 
whenever" modification arose is carried out at a modification data file even rf the same data are changed w.th 2 
times and 3 times, by referring to a modification data file, all modification can be pursued eas.ly and the exact 
hysteresis of data modification can be known. 
[0034] Reliable modification data record can be created by this. 
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3.1n the drawings, any words are not translated. 



TECHNICAL FIELD 

[Industrial Application] It is related with the system by which the safety using an animal, a microorganism, 
active sludge is evaluated. It is related with the safety evaluation system to which even an initial data can 
trace record of modification of the contents of test implementation in an easy procedure especially. 
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* NOTICES * 
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1. This document has been translated by computer. So the translation may not reflect the original precisely. 
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3.1n the drawings, any words are not translated. 



EFFECT OF THE INVENTION ' 

[Effect of the Invention] Thus, while creating the program which carried out the modularization for every work 
unit in the safety-assessment system concerning this invention and attaining communahzat.on as much as 
possible, suitably, by choosing a program for every work unit, an operator performs requ.red process-ng of the 
trial which he takes charge of, and can carry out the thing of it. For th.s reason, wh.le a program «>d 
oan complicate and carry out thing prevention, the high system of versat.hty can be const.tuted^ Mo eover, 
while creating a record including all predetermined matters in mod.f.cat,on of data, the .ndependent file of 
modification data is created, and - the case where data have modification - s.nce - while the change 
number of ****** is attached, a series of modification data record conta.ning the mod.ficat.on data .s saved. 
For this reason, since additional record of the modification data record which that change number attached 
whenever modification arose is carried out at a modification data file even rf the same data are changed w. h 2 
times and 3 times, by referring to a modification data file, all modificat.on can be pursued eas.ly and the exact 
hysteresis of data modification can be known. 
[0034] Reliable modification data record can be created by this. 
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TECHNICAL PROBLEM 



[The conventional technique and the trouble which it is going to solve] Safety tests which examine what kind 
of effect a food additive etc. has on a living body, such as a toxicity test, are performed from the former. The 
trial about this kind of safety is becoming more important recent years still, and more advanced dependability 
is required. In such a background, the Good Laboratory Practice (it is called Following GLP) of drugs is 
announced, and it is necessary to perform a safety test so that it may agree on these criteria. When examining 
according to GLP, in the case of a toxicity test, it is necessary to manage information, such as a class of 
various inspection measured value, such as the weight measured value ranging from each animal to between 
the whole term, the amount of baiting, the amount of water intakes, organ weight measured value at the time 
of dissection, a placenta and a fetus gravimetry value and a blood test, and blood serum biochemical 
inspection, a dissection view, a pathology organization view, and malformation, and occurrences. Installation of 
a computer system is indispensable to process the information on this variety large quantity. And in order to 
secure the above advanced dependability in this kind of trial, after clarifying that reason for a cause rather 
than not performing correction of data and enabling it not to make a change simply, it should carry out 
carefully. Moreover, as for record of modification of data, it is desirable that the cause of generating and its 
progress can be pursued retroactively easily, and the contents of the modification can be known correctly. In 
the conventional system, while procedure is complicated, when a change is made with 2 times and 3 times, it 
may become difficult to pursue the hysteresis. 

[0003] This invention was constituted in view of such a situation, and aims at offering the safety evaluation 
system which can know the hysteresis of modification data easily and correctly if needed. 
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MEANS 



[Means for Solving the Problem] The safety evaluation system applied to this invention in order to attain the 
above-mentioned purpose The program performed along with a predetermined procedure for the safety 
evaluation of a specimen, The reference file which stores the reference data referred to in this program 
execution, The data file which stores the test data formed with experimental activation. The manager which 
manages the test data stored in this data file, A modification means to change the specific test data which 
accessed this manager and was stored in said data file, It is characterized by having a record means to "cord 
the data record which consists of a series of data containing the test data changed whenever the modification 
data file which stores the test data changed by the modification means, and modification of a test data arose 
on said modification data file. In a desirable mode, the data in which a modification day change time, the 
reason for modification, a modification person, and a change number are shown with the modification data 
concerning a modification item are contained in said data record. 

[0005] Moreover, it is desirable to record the change number of the test data by which said modification 
means was changed on a data file. The safety-assessment system concerning this inventor . i. preferab y 
equipped with a trial data output means to output the contents of the data file further. Furthermore, you may 
constitute so that it may have a modification data output means to output the contents of the modification 
data file LAN constituted including a desirable server and two or more desirable terminals can constitute the 
safety-assessment system concerning this invention. The server has the interface which intervenes between 
the input device which inputs information, the arithmetic unit which processes input, the mass hard disk which 
stores information, the display which displays required information suitably, the output unit which outputs 
information according to a predetermined instruction, an arithmetic unit, and peripheral devices, such as an 
I/O device. Two or more terminals are connected to the server through the Ethernet cable Each terminal is 
equipped with an input device, the arithmetic unit, the hard disk, the interface, and the display. It connects 
with the electronic balance, the colony counter, etc. depending on the case, and a terminal can input 
predetermined information now through these equipments. 

[0006] When a terminal is started and a server performs a specific routine, a terminal is Provided with 
information required for activation of that routine, and this information is inputted into the hard disk of the 
terminal concerned. A terminal performs a routine uniquely based on the information given by the server, 
processes data, and stores them in the hard disk of the terminal. Various trials about safety evaluation can be 
performed now by the system of this invention. Although safety evaluation differs for every trial respectively 
contents common to each trial are also included. Therefore, in this invention, the activity and actuation which 
can be used common to various kinds of trials are made into a manager, and it classifies about an activity 
required only for a specific trial, and the contents of actuation for every activity comparatively settled as a 
test program, or actuation, and is programming. Therefore, in performing safety evaluation of a specific trial, a 
work unit required for experimental activation is suitably chosen by the program, and it constitutes the flow for 
[ whole ] performing safety evaluation of the trial. Concretely, selection of an experimental program is 
performed, when an operator performs menu selection on the screen of a display unit. 
[0007] There are a fast test program which programmed a group division test program and the operating 
procedure of a fast as a test program created for every activity or actuation unit, a specimen administration 
test program which programmed the procedure of prescribing a specimen for the patient, a symptom 
observation test program which programmed the procedure of collecting data about the symptom generated to 
an animal a pathology observation test program which programmed the procedure analyzed the pathology of 
an animal. In this, by processing an instruction of a program, a group division test program chooses from a 
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stock animal the animal used for a trial, and inputs the data which carried out the group division so that 
conditions between groups might become equal, furthermore, as a manager created for every activity or 
actuation unit The theme manager, protocol manager which manage a trial title, a trial item, etc., The trial 
manager, examined substance manager which consist of a schedule pipe ** program, The specimen manager 
which consists of a nature manager of contrast and an electropositive matter manager, A feed manager, the 
animal manager which consists of a water supply manager, The trial system manager which consists of a 
microorganism manager and an active sludge manager, An electronic balance manager, a measurement-of- 
body-weight manager, an organ weight measurement manager, A colony counter manager, the device 
measurement manager which consists of a hemanaiysis manager, The facility management program for 
performing management of a breeding room or various cages, While facing making the diligence-and-indolence 
manager for managing an operator's service situation, the SOP manager which manages the operating 
procedure of various kinds of trials, and the report about a test result and performing statistical analysis, it 
plots if needed and the report manager which tabulates is contained. 

[0008] The reference file furthermore referred to in program execution is prepared. There are a specimen 
classification file, a test classification file, a product classification file, a food list file, a registration balance list 
file, an organ name file, a symptom list file, a pathology list file, etc. as this file. These files are stored in a 
terminal and the above-mentioned program is stored in a server's hard disk. The format file for displaying the 
format for performing a data input on the screen of CRT is prepared in a server's hard disk corresponding to 
input data, the data inputted according to activation of a test program through a screen display by this format 
file — one time — a preservation data file — all — **** — last ** And a preservation data file is eliminated 
temporarily at the same time all the data that are in the hard disk of a terminal whenever the actuation 
concerned is completed are transmitted to the data file of a server's hard disk. 
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EXAMPLE 



[Example] Hereafter, it explains, referring to drawing about the example of this invention. Reference of drawing 
1 shows the outline block diagram of the hard configuration of the safety test system of this invention. The 
safety-assessment system of this example is constituted by the LAN system containing four sets of a server 
1 and terminals 2, 3, 4, and 5. The server 1 has the interface 1 1 which intervenes between an input device 6, 
the arithmetic unit 7 which processes input, the mass hard disk 8 which stores information, the display 9 which 
displays required information suitably, the output unit 10 which outputs information according to a 
predetermined instruction, an arithmetic unit 7, and peripheral devices, such as an I/O device. Four sets of the 
above-mentioned terminals 2, 3, 4, and 5 are connected to the server 1 through the data bus 12. Each 
terminals 2, 3, 4, and 5 are equipped with an input device 13, the arithmetic unit 14, the hard disk 15, the 
interface 16, and the display 17. The electronic balance 18 and the terminal 4 are connected to the colony 
counter 19, and the terminal 3 of this example has the composition that information can be inputted also from 
these equipments. When terminals 2, 3, 4, or 5 are started and a server 1 performs a predetermined routine, a 
terminal 2 is provided with information required for activation of that routine, and this information is inputted 
into the hard disk 15 of the terminal 2 concerned. A terminal 2 performs a routine uniquely based on the 
information given by the server 1, processes information, and stores data in the hard disk 15 of the terminal 2. 
[0016] If drawing 2 is referred to, a server's hard disk is equipped with the data file in which the data produced 
by implementation of various kinds of trials are stored, the program file which stores various programs, and the 
format file which stores the format screen information for carrying out the screen input of the test data. 
Moreover, the hard disk of a terminal is equipped with the preservation data file temporarily which stores the 
test data inputted by operating the reference file which stores the above-mentioned reference data, and the 
above-mentioned format screen. While the data inputted through a format screen are stored, the data by 
which a direct input is carried out from the electronic balance 18 and instrument for analysis like a colony 
counter 19 are stored in a preservation data file temporarily. The program is created for every work unit 
settled comparatively or actuation unit, and is divided roughly into the manager used for various kinds of 
safety evaluation trials comparatively in common, and the test program applied only to a specific safety 
evaluation trial. There are reference data which are needed on experimental activation, and a test data 
concerning the test result produced with a trial in data. 

[0017] By the repeated-dose toxicity study which repeats the single-dose toxicity study and the specimen 
which evaluate as a trial concerning safety evaluation about the toxicity at the time of medicating an animal 
with a specimen once, medicates an animal, and evaluates the toxicity, and the specimen included in an eye 
the effect (the rubor — ) which it has when the blurred vision trial and specimen which evaluate about the 
phenomenon grows dim and it appears contact the skin The result to which the skin irritation study which 
evaluates, and a specimen contacted the skin repeatedly about the swelling, The skin sensitization test which 
evaluates about the phenomenon (allergy) of cutting a strong skin reaction even when it is little, when a 
specimen is again contacted after a fixed period, When the mutagenicity test and the organic substance which 
predict possibility of causing carcinogenic or genotoxity (malformation, abnormalities in DNA) as a result of the 
oral cavity mucosal irritation test and specimen which evaluate the reaction of the tunica mucosa oris to a 
specimen affecting a gene are emitted into an environment, There is a resolvability trial which is decomposed 
into water and carbon dioxide gas by the microorganism, and evaluates easy by it. A system is started by 
turning ON the power source of a server and a terminal, data being stored in a server's hard disk and operating 
a terminal in the idle state of a system, — the data corresponding to the safety test concerned are 
transmitted to the hard disk of a terminal if needed. 
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[0018] Thus, after required information is inputted into a terminal, fundamentally according to the program of 
the selected trial concerned, all informational processings are performed by the terminal. The structure of the 
momentary preservation data file of a terminal is the same as the data file of a server's hard disk, and the 
contents of the preservation data file change temporarily by inputting new data into a terminal with 
experimental activation after that. The data file which is needed in the hard disk of the server in a blurred 
vision trial is shown in Table 1 . Moreover, in the program file in a terminal, the theme manager which manages 
as a job the trial which should be processed by the system as shown in Table 2, a subtheme manager, a 
specimen manager, a trial manager, and a device measurement manager are needed. Moreover, as a reference 
file, the PURACHIDO image score file which gives the evaluation about a part list file, a trial item file, a 
specimen classification file, an animal species file, a work-item file, a food list file, a registration balance list 
file, and a PURACHIDO image is needed. Furthermore, the format file which performs a screen display for an 



entry of data is needed. 

[0019] 

[Table 1] 
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[0021] The theme format file for writing in job data as a manager for this purpose, The subtheme management 
format file which gives a format of other documents, The project format file which gives the format for 
outputting and inputting the preface of the specimen format file for inputting the data about a specimen, and a 
job The schedule format file for inputting the protocol format file and activity schedule wh.ch determine the 
contents of a trial, As the measurement-of-body-weight format file for recording the weight measured .n the 
predetermined procedure during the feed format file for recording whether food was given according to the 
experiment procedure, and the experiment, and what is still more peculiar to a blurred v.s.on trial A group 
division part layout, specimen instillation, and a PURACHIDO image observation format file are needed If a 
screen display of these format files is carried out corresponding to program execution, an operator will perform 
menu manipulation and will input the data concerning the trial of a test result, a preface, etc. This inputted 
data is stored in a preservation data file temporarily. Hereafter, drawing 3 and drawing 4 are made reference, 
and it explains the operation procedure of a blurred vision trial, and that the entry of data flows. 
[0022] In a blurred vision trial, if an operator operates a terminal and turns ON a switch, the menu of a safety 
evaluation system is displayed, by choosing, management or a test program will be performed, a format file will 
be called and a predetermined screen will be displayed on CRT of a terminal. In this case, a screen is first 
displayed on drawing 5 on CRT, and if an operator operates the keyboard which is an input device and inputs 
the existence of predetermined data, for example, a trial title, the part in his duty, a person in charge, a 
product classification, and information investigation etc., the screen shown in drawing 6 below will be d.splayed 
on CRT one by one. An operator inputs predetermined data as shown in drawing 7 after inputting a personal 
identification number according to the displayed format. Moreover, by this example, the class of trial earned 
out among 22 kinds of trials is chosen on the screen display of drawing 6 . In addition, the screen display of an 
experimental class is displayed by referring to a reference file. Moreover, the test number wh.ch is a number 
for specifying the job in a system is automatically attached in a system. Next, a project management program 
is performed a format is called in this program, and the screen shown in drawing 10 is displayed. And if a 
predetermined input is performed in this screen, the screen of drawing 11 will be displayed continuously 
[0023] Furthermore, when choosing animal species, a screen as shown in drawing 12 is displayed by performing 
window actuation of a screen. Animal species, a network, grade, and a purchase place can be chosen on this 
screen Next, a protocol manager is performed and drawing 8 or a screen as shown in drawing 9 is d.splayed 
By inputting according to this screen, data, such as a trial system, i.e., the number of groups of a trial animal, 
the number of use animals per group, an administration part, specimen concentration, and a specimen dose 
are inputted into a file. Furthermore, a work program can be inputted using a screen as shown in drawing 13 . 
For example, in the example of drawing 13 , animal carrying in, health condition observation, measurement of 
body weight, and the work program of a feed are inputted. Thus, activity schedules, such as a trial item a trial 
facility a trial opening day, a test termination day, an operation opening day, an operation end date, feed, and 
the number of cages, can be inputted using the screen of drawing 10 , drawing 1 1 , drawing 12 , and dj^wjpg 
13 Next an animal manager is performed. In this program, a screen as shown in drawing 14 is d.splayed by 
calling a format file. An operator inputs the data of whether to both have fed which check the lot number of a 
carrying-in animal using this screen. Next, the format screen shown in drawing 15 is called and d.splayed, and 
an operator is inputted. Next, a screen as shown in drawing 16 , drawing 17 , and drawing 18 is displayed in 
order and the data about breeding of the breeding location of a carrying-in animal etc. are inputted. In the 
example shown in drawing 17 and drawing 18 , an individual number is displayed corresponding to the rack 
number of the 27th breeding room, and this, and the carrying-in condition of an animal .s inputted. 
[0024] Next a screen as shown in drawing 19 is displayed, the health condition of an animal is observed, and it 
has come to be able to perform item selection by being able to record observation data now for every 
individual number in this case, and performing window actuation about an observation item and an abnormality 
view In this case, an observation item and the item of an abnormality view are displayed by calling a reference 
file Next after performing predetermined adjustment of the calibration of a balance etc. about each animal, 
measurement of body weight is performed and the result is inputted. Also in this case, data are inputted in the 
same procedure as the above corresponding to the individual number of an animal. It is the same as that of the 
above that a screen display is performed so that a format file may be called at this time and each result may 
be inputted. Next, a specimen manager is performed. In this program, a screen as accessed a format file and 
shown in drawing 20 is displayed. An operator does the screen input of the predetermined matter about a 
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specimen. This data is stored in a preservation data file temporarily. A test number, the number of an 
examined substance (specimen), a specimen matter name, a class, an input person, an input day, etc. are 
contained in data. In the input of the class of specimen, the class list of the specimens of a reference file is 
referred to, it is displayed by window actuation on a screen, and an operator chooses the name of the 
specimen which corresponds out of this. 

[0025] Moreover, actuation same about the quality of contrast and the electropositive matter, i.e., the known 
matter which should be compared with the administration result of the trial animal of an examined substance, 
is performed. A screen as a format called and shown in drawing 21 is displayed. The data of the check about 
the existence of termination of quarantine are inputted into the next about a trial animal. For this reason, a 
format file is called and a screen display of the file as shown in drawing 22 is carried out. Next, the group 
division test program and part allotment test program which are a characteristic trial item in the blurred vision 
sex test are performed. By this program execution, the animal used for a trial is chosen from a stock animal, 
and while determining the data constellation which carried out the group division according to the individual 
number, a part is assigned and registered. A screen as shown in drawing 23 is first displayed with reference to 
a format file for this activity. An animal is chosen when an operator inputs a predetermined matter about this 
screen. And an instillation treatment test program is performed and the situation of instillation treatment is 
recorded. For this reason, a screen as a format file referred to and shown in drawing 25 is displayed on CRT. 
[0026] And an operator inputs the data of the check about the eye of right and left of an each object, when 
instillation processing is carried out. For example, in this example, if drawing 25 is referred to, it will become 
clear that instillation measures were taken against the individual numbers 930001, 930002, and 930003 about 
the right eye. The result which performs a PURACHIDO image observation test program after that, and is 
depended on instillation treatment is observed and recorded for every predetermined time progress. In this 
case, a screen as a format file referred to and shown in drawing 26 is displayed on CRT. An operator chooses 
the corresponding time amount which was displayed on this screen. A screen as shown in drawing 27 is 
displayed by this. This observation result calls a reference file by window actuation, carries out a screen 
display of the list of views, and inputs it by choosing applicable evaluation. This observation is performed with 
a predetermined time interval by this example till 120 minutes. Next, a report manager is performed, these data 
are processed, the statistical analysis of data, a plot, and tabulation are performed if needed, and a report is 
drawn up. In creation of a report, by accessing a format file, an operator displays a screen as shown in drawing 
28 , and inputs a predetermined matter. 

[0027] The output form of this report can be outputted as shown in drawing 29 . The data which should 
furthermore be attached to a report can be made to output by an operator's selection. For example, when it 
attaches the above-mentioned PURACHIDO image observation record, it can be made to output by the 
document as shown in drawing 30 . In this case, a preservation data file and a format file are called 
temporarily. In addition, if an activity with a terminal is ended and a registration key is pushed in a terminal, the 
data of a preservation data file will be added to a server's data file as it is, and will be updated temporarily. 
And next, when working at a terminal, the contents of a server's data file are transmitted to a preservation 
data file temporarily. Therefore, when starting an activity at a terminal, an activity can be automatically started 
by the newest data file. With the configuration of this example, a data input and an output can be performed 
about an extensive trial by accessing a reference file, a format file, and a momentary preservation data file as 
mentioned above. This activity can be similarly done about single-dose toxicity study. 
[0028] The work flow of single-dose toxicity study is explained with reference to drawing 31 . In order to 
perform the program accompanying activation of this trial and to perform an entry of data and an output, a 
server and a terminal are started like the above, selection according to actuation of an operator by this — or 
a trial manager is called automatically, and an activity schedule is determined while whether what our doing 
with a protocol, i.e.. a trial item, by performing this and the contents of a trial are determined. Next a trial 
system manager is performed, the information about carrying in of an animal is inputted, and the contents are 
determined. For example, a carrying-in day, the classification of an animal, quantity, sex, etc. are contained in 
this information. Furthermore, the serial number is attached about each of an animal. And the information 
which the animal concerned is held in which cage and collates ** is inputted. Next, an electronic balance 
manager is performed. The result of the measurement of body weight of an animal is inputted by activation of 
the urosome pile measurement manager. The data which carried out the group division are inputted so that a 
group division test program is performed, the animal used for a trial may be chosen from a stock animal and 
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conditions between groups may next become equal. Next a fast test program is performed and it records 
about which animal the fast was performed. Next, a specimen manager is performed. By this, a class, an 
amount, etc. of a reagent with which an examined substance, i.e., an animal, is medicated are managed. It is 
inputted about each animal whether next the specimen administration test program was started and there was 
actually any administration of a reagent. Next, a symptom observation test program is started and the 
information as a result of symptom observation is inputted. In this case, for example, the condition of an animal 
is observed by viewing and that information is inputted. Next a pathology observation test program is started, 
and an animal is dissected after being euthanized, it gazes at the organization under a microscope, and the 

result is inputted. . 
[0029] Thus, a series of trials are performed and the information about a test result is inputted each time. 
When the trial of the contents determined by the protocol is altogether completed according to an activity 
schedule, a report manager is started, various kinds of operations are performed about the information on the 
above-mentioned test result, and the report containing a statistical analysis result, a drawing, a graph, etc. is 
drawn up and outputted. What is partially common in a blurred vision trial is contained in the activity in the 
above single-dose toxicity study, therefore there are also a blurred vision trial and a work unit which it is 
common and can be used in it. For this reason, in the system of this example, for example, a test plan 
manager, an animal manager, a measurement-of-body-weight manager, etc. are used in common, and have 
come be made. Thus, when a program is created for every work unit in the system of this example, 
communalization is attained as much as possible and an operator chooses a program for every work unit 
suitably, required processing of the trial which he takes charge of is performed, and the thing of it can be 
carried out. For this reason, while a program ******s and can complicate and carry out thing prevention, it 
can constitute with the high system of versatility. Moreover, while being able to perform actuation, such as an 
input, an output, and preservation, simply about various kinds of safety tests very efficiently by constituting in 
this way, the storage capacity of a computer can also be saved. 

[0030] In the program manipulation of such a safety test, after [ which a trial carries out ] carrying out in the 
case, it may be necessary to change about data or processed data according to various situations. However, 
when it makes it possible to make such a change freely, the dependability about the result of a trial will be 
spoiled. Therefore, modification of the data in a safety test should be performed strictly, and must enable it to 
follow the reason and circumstances in a detail correctly and as much as possible. From such a viewpoint, by 
this invention, the special program which manages modification of the data of a safety test is prepared, and 
the above-mentioned problem is coped with. Hereafter, with reference to drawing 32 , the procedure in the 
case of changing data ex post about the system of this example is explained. In the system of this example, 
when changing data, a data alteration program is performed. In this case, the file containing the data to change 
is called. For example, when changing the weight data of a trial animal, a weight data file as shown in drawing 
32 is called first. This weight data file constitutes a part of preservation data file temporarily. 
[0031] In this example, as shown in drawing 33 , weight data are memorized by the weight data file about the 
trial animal of the individual numbers 930001-930005. What is now considered as modification use considers as 
the case where it is the weight of the trial animal of No. 930002 of an individual number. Moreover, the system 
of this example is equipped with the independent modification data file which accomplishes a part of 
preservation data file similarly temporarily. This modification data file saves the record including all 
predetermined matters, when modification actuation is performed, as shown in drawing 34 . In this example, a 
record number, a modification person, a modification day, change time, a file name, the field (item), and the 
data before mold (mold on data type, for example, figure, alphabetic character, date, and computer processing 
of logic is shown) modification are contained in a record. When shown in drawing 34 , it is already shown about 
the existence of a feed and quarantine termination twice [ past ] that modification actuation was performed. 
The data which should be changed in this condition are inputted into a weight data file. As this shows to 
drawing 35 , a change number is given to the line of the last of the record concerning modification, and the 
weight after modification is inputted, and it sets with old data and changes. On the other hand, as shown in 
drawing 36 , a new record number is given to a modification data file, and the predetermined data for one 
record concerning modification of weight data file ** are created and added. 

[0032] In addition, it is the data file of a basis as [ pursue / the change number which shows this about the 
data which modification produced is attached, and / relation with a modification data file ]. In addition, since 
additional record of the modification data record which the change number attached whenever modification 
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arose is .carried out at a change file even if the same data are changed with 2 times and 3 times, by referring 
to a change file, all modification can be pursued easily and the exact hysteresis of data modification can be 
known. In addition, a change file can also be outputted. In this case, if a keyword or a predetermined code 
number is not inputted so that only a specific person can refer to a change file, it can constitute so that a file 
cannot be opened. 
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DESCRIPTION OF DRAWINGS 



[Brief Description of the Drawings] 

fPrawing 1] The block diagram of the safety-assessment system concerning this invention, 
[Drawing 2] The block diagram showing the file relation of a safety-assessment system, 
fPrawing 3] The flow chart of a blurred vision trial, 
[Drawing 4] The block diagram showing the flow of a blurred vision trial, 
[Drawing 5] Drawing showing the example of a screen display based on a format file, 
[Drawing 6] Drawing showing the example of a screen display based on a format file, 
[Drawing 7] Drawing showing the example of the contents of the data file, 
[Drawing 8] Drawing showing the example of a screen display based on a format file, 
[Drawing 9] Drawing showing the example of a screen display based on a format file, 
[Drawing 10] Prawing showing the example of a screen display based on a format file, 
rPrawing 11] Prawing showing the example of a screen display based on a format file, 
[Prawing 12] Prawing showing the example of a screen display based on a format file, 
[Prawing 13] Prawing showing the example of a screen display based on a format file, 
[Prawing 1 4] Prawing showing the example of a screen display based on a format file, 
[Prawing 15] Prawing showing the example of a screen display based on a format file, 
fPrawing 16] Prawing showing the example of a screen display based on a format file, 
"Prawing 17] Prawing showing the example of a screen display based on a format file, 
[Prawing 18] Prawing showing the example of a screen display based on a format file, 
[Prawing 1 9] Prawing showing the example of a screen display based on a format file, 
[Prawing 20] Prawing showing the example of a screen display based on a format file, 
[Prawing 21] Prawing showing the example of a screen display based on a format file, 
[Prawing 22] Prawing showing the example of a screen display based on a format file, 
[Prawing 23] Prawing showing the example of a screen display based on a format file, 
[Prawing 24] Prawing showing the example of a screen display based on a format file, 
[Prawing 25] Prawing showing the example of a screen display based on a format file, 
[Prawing 26] Prawing showing the example of a screen display based on a format file, 
[Prawing 27] Prawing showing the example of a screen display based on a format file, 
[Prawing 28] Prawing showing the example of a screen display based on a format file, 
[Prawing 29] Prawing showing the example of data output, 
[Prawing 30] Prawing showing the example of data output, 
[Prawing 31] The flow chart of single-dose toxicity study, 
[Prawing 32] The flow chart in data modification actuation, 

[Prawing 33] Prawing showing the contents before modification of the data file concerning data modification, 
[Prawing 34] Prawing showing the contents before the modification data input of a modification data file, 
[Prawing 35] Prawing showing the contents after modification of the data file concerning data modification, 
[Prawing 36] It is drawing showing the contents after the modification data input of a modification data file. 
[Explanation of agreement] 

1 To LAN System Containing Four Sets of Server 1 and Terminals 2, 3, 4, and 5 

2 Terminal, 

3 Terminal, 

4 Terminal, 
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5 Terminal, 

6 Input Unit, 

7 Arithmetic Unit, 

8 Hard Disk, 

9 Display, 

10 Output Unit, 

11 Interface, 

12 Data Bus, 

13 Input Unit, 

14 Arithmetic Unit, 

15 Hard Disk, 

1 6 Interface, 

17 Display, 

18 Electronic Balance, 

19 Colony counter. 
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